BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to complete a checklist review form (see an example) and are provided with free text boxes to elaborate on their assessment. These free text comments are reproduced below. Some articles will have been accepted based in part or entirely on reviews undertaken for other BMJ Group journals. These will be reproduced where possible.
THE STUDY
Participants: It is not clear whether participants had pain AND bleeding in early pregnancy or pain AND/OR bleeding, or whether these 2 critieria were the only determinants of early prgnancy complications defined as inclusion criteria. This needs to be clarified and an accurate and consistent phrase used throughout the article to describe the included group. The absence of information about the women's reproductive history is an important oversight that needs to be explained and cited as a limitation.
Representativeness: The study population is a very white, welleducated, middle class population. This bias is acknowledged but represents a severe limitation of the study which might explain why such a high proportion of women appeared to be okay with a lack of GP follow up.
Methods: Sample selection described as "purposive" but the nature of this sampling is not described. It may be better described as "convenience" if there was no defined "purpose" to the sampling method since "purposive" usually describes a degree of predefined and deliberate manipulation of the sampling undertaken.
Abstract: In addition to points already noted above, the findings are not reported in a balanced way. Whilst it can be said that 28% is a "significant minority" it can equally be said that 72% is a large majority and represents the percentage of women who did not think seeing their GP would be helpful. The summary needs to be presented in a more balanced way to better represent the findings, especially given the significant limitations of the sample size and its representativeness. Summary: The article focuses on psychological outcomes following an episode of pain and/or bleeding in early pregnancy, regardless of initial ultrasound scan findings. It does not report on women's experiences as stated in the summary. The focus section would be better worded as a positive description of what the article focuses on rather than a passive desciption of what little is known in certain areas. The recent NICE guideline referred to is on ectopic pregnancy and miscarriage, not just miscarriage and this should be made clear. I suspect this research also would have included women who had experienced ectopic pregnancy but use of the word "miscarriage" here makes it unclear whether this was the case. Key messages -the fact that some women with pain and/or bleeding in early pregnancy may find referral for an ultrasound scan distressing cannot be concluded from the findings from this study. The conclusion that the offer of a follow up appointment should be made to all women with pain and/or bleeding in early pregnancy at the initial point of contact with a GP is an over-extrapolation and is not supported by the findings of this small, biased pilot study. Limitations -In addition to those acknowledged it is importnat to point out that no information is available regarding the participants' previous experiences relating to pregnancy. In addition it is not possible to tell what information, support and follow-up has been provided by carers at the emergency gynaecology clinic and how this relates to women's psychological outcomes and perceived need of additonal primary care follow up. References: The references do not include those reviewed for the NICE guideline which include randomised controlled trials of effectiveness of interventions to improve women's psychological outcome following early pregnancy loss (see full version of NICE guideline CG154 for references). RESULTS & CONCLUSIONS Answer the research question: The question remains unanswered due to the poor response rate and sampling bias.
Interpretation and conclusions: The interpretation is too biased, failing to reitarate the limitations of the study and to comment on the finding that the majority of women do not suffer from high levels of anxiety or depression following early pregnancy loss, and that many are ambivilant about the helpfulness of the GP at this point. This is not to say GPs have no part to play but currently this is being overstated based on the evidence provided.
REPORTING & ETHICS
Research ethics: Ethical approval not mentioned in body of the article. Information provided to women about the study and its purpose and the offer of any follow-up support for women found to be in distress is not mentioned.
VERSION 1 -AUTHOR RESPONSE
Overall response to reviewers' comments.
The reviewers express concern that our study findings are insufficient to justify our calls for consideration of a change in current practice, with the offer of primary care follow-up being extended to all women referred for ultrasound assessment of pain and/or bleeding in early pregnancy.
However, there is absolutely no evidence to support current practices, in which no such offer is extended. Rather, this practice appears based on no more than habit and historical precedents that are arguably unhelpful. The evidence that we provide is all that exists in this area.
We found evidence that some women experience significant distress after threatened pregnancy loss; that pregnancy viability may not resolve this distress for some women; and some women who felt that GP follow-up would be helpful did not get any. Despite the limitations of this evidence, we feel that an approach based on some evidence is better than one based on no evidence (and startlingly little empathy). Moreover, the offer of follow-up is made at little or no opportunity cost.
No study has as yet assessed the actual value of GP follow-up. But given the distress known to be experienced by some women and the fact that some women would seem to value follow-up, it seems odd, if not wholly inappropriate, that the default strategy is to neither provide nor offer follow-up. Until or unless evidence is produced to demonstrate that the offer of follow-up holds no value, we feel that extending an offer of primary care follow-up to women being referred for assessment of threatened pregnancy loss is appropriate. Women will be capable of self-selecting: taking up this offer if they feel it could be helpful and/or if they have unanswered questions.
Point-by-point response to reviewers' comments.
Reviewer comments Author response Action taken
From the managing editor: It doesn't look like the information against Trial registration in the abstract is trial registration information. It could be included elsewhere if needed.
Sorry, that was the ethics committee details. It has been removed.
Reviewer: Dr Ana Nikcevic, Senior Lecturer in Psychology, Department of Psychology, Kingston University
The PHQ-9 and the GAD-7 are clearly described except for the following: what was the instruction to the participants with regards to the completion of these measures? The 'standard' instruction is to ask the participants to complete the questionnaire in relation to how they felt over the last two weeks.
Is that what the participants were asked to do? If that was the case, then it is not surprising that distress outcomes were reported by both subgroups of women (those with viable and those with non-viable pregnancies) as the measures captured the emotional responses which occured PRIOR to them knowing the outcome of the pregnancy. If this is the case then there is over-emphasis in the paper on the difference between the two groups and on the 'distress outcomes of women with viable pregnancies' and this should be modified.
An interesting point. We did NOT alter the wording of the PHQ-9 or GAD-7. They DO refer to experiences over the past two weeks and most women completed the FIRST questionnaire within one week of attending the urgent gynae clinic for a scan. So, as the reviewer suggests, women"s scores from the FIRST questionnaire might reflect experiences from PRIOR to their knowledge of the pregnancy outcome. However, this does not invalidate our conclusions.
If some of the distress symptoms are considered to pre-date the scan and it"s findings, this supports our idea that the experience of threatened pregnancy loss without a known outcome, that is, the experience of uncertainty, may be an important cause of distress. The reviewer may wish to imply that any distress (particularly among women with a viable pregnancy) will be resolved at the moment of having a confirmatory ultrasound. However, our findings do not support this assumption.
Women completing the SECOND questionnaire did so around SIX weeks after their clinic attendance, so these results reflect experiences more than one I have made clear in the text that no changes were made to the PHQ-9 and GAD-7 for inclusion in our questionnaires.
month after a known pregnancy outcome. At this time-point some women with viable pregnancies (as well as women with non-viable pregnancies) continued to experience distress.
Altogether, these points support our conclusion that the experience of threatened miscarriage may be distressing, irrespective of eventual pregnancy outcome.
I am also curious about the 10 out of the 42 women who reported distress on the follow-up questionnaire; how many of these were with viable pregnancies?
This should have been made clear in the paper. 8 of the 10 women had viable pregnancies. 2 out of the ten had nonviable pregnancies.
This might appear to demonstrate greater distress following a viable pregnancy outcome, but it may also demonstrate self-selection on the part of respondents: i.e. women experiencing distress during a continuing pregnancy may have been more inclined to return the questionnaire.
This point is inserted in the text.
The authors should answer my concerns highlighted above re instructions to participants. As it stands, I am concerned that there may be too much emphasis on 'viability of the pregnancy' and differences (or similarities) between those with viable vs non viable pregnancies.
Our deliberate emphasis on pregnancy viability as a variable in relation to measured psychological outcomes was intended to counter the apparent prevailing assumption that a normal ultrasound scan necessarily renders the experience of threatened pregnancy loss unproblematic.
Clearly, there is a vast difference between the experience of threatened pregnancy loss with a viable pregnancy found on scan vs. threatened pregnancy loss demonstrated to be actual pregnancy loss on scan. However, our study findings suggest that these experiences are more complicated than viable pregnancy = good; non-viable pregnancy = bad.
Our message is that emphasis on pregnancy outcome may be misleading in this respect, since some women with viable pregnancies may still find the experience of threatened pregnancy loss distressing and this distress may persist beyond the finding of a viable pregnancy on ultrasound scan. This is a well-written paper with clear objectives. In view of the comments made above regarding the measures, I am uncertain whether the authors are actually overinterpreting the findings or not. Some more information which would clarify the above concerns needs to be provided.
The statement in the conclusion "GPs are advised to offer follow-up" has been changed to "GPs are advised to consider offering follow-up".
Reviewer: Roz Ullman, Senior research fellow and clinical lead (midwifery), National Collaborating Centre for Women's and Children's Health, UK Participants: It is not clear whether participants had pain AND bleeding in early pregnancy or pain AND/OR bleeding, or whether these 2 critieria were the only determinants of early prgnancy complications defined as inclusion criteria. This needs to be clarified and an accurate and consistent phrase used throughout the article to describe the included group. The absence of information about the women's reproductive history is an important oversight that needs to be explained and cited as a limitation.
Pain and/or bleeding in early pregnancy was the inclusion criteria.
Reproductive history was often not adequately recorded in clinic notes, so we could not include it in our analysis.
Inclusion criteria clarified in the text. The title of the paper has been altered and subsequent phrases altered in order to ensure consistency.
Absence of reproductive history is noted as a limitation.
We have described the study population in the paper. Results from our population may not be applicable to all populations, but this does not constitute a study bias.
We did not record class data.
We feel that general assertions about white, well-educated women and their healthcare needs are beyond the scope of this study.
The limited generalizability of findings is stated in the "study limitations" section.
Methods: Sample selection described as "purposive" but the True enough on reflection. Thanks. Reference to "purposive" sampling nature of this sampling is not described. It may be better described as "convenience" if there was no defined "purpose" to the sampling method since "purposive" usually describes a degree of predefined and deliberate manipulation of the sampling undertaken.
is removed.
Abstract: In addition to points already noted above, the findings are not reported in a balanced way. Whilst it can be said that 28% is a "significant minority" it can equally be said that 72% is a large majority and represents the percentage of women who did not think seeing their GP would be helpful.
The summary needs to be presented in a more balanced way to better represent the findings, especially given the significant limitations of the sample size and its representativeness.
The reviewer is referring to the statement that "a significant minority of women who did not have GP follow-up felt that it would have been helpful".
As the reviewer points out, this could be re-phrased to state: "a large majority (72%) of women who did not have GP follow-up did not think it would be helpful."
The purpose of this paper was to consider a potentially unmet need, to help clinicians improve the clinical care that they provide, and to improve the experiences of women. We feel it appropriate to emphasis those findings that challenge the apparent prevailing assumptions that may allow unmet needs to persist.
We feel that our abstract is an accurate summary of our study that highlights its notable findings. The limitations of the study are discussed subsequently.
Summary:
i) The article focuses on psychological outcomes following an episode of pain and/or bleeding in early pregnancy, regardless of initial ultrasound scan findings.
ii) It does not report on women's experiences as stated in the summary.
iii) The focus section would be better worded as a positive description of what the article i) Our study pays considerable regard to ultrasound scan findings and the psychological outcomes that might follow these.
ii) Very true, thanks. Mental health measures do not capture the depth and breadth of women"s experiences. The text will be changed to refer to "measured mental health outcomes"
iii) We focused on areas where evidence is absent. We therefore drew attention to these areas of absent evidence in the "focus" section.
Text changed so that "measured mental health outcomes" are referred to, rather than the broader and more ambiguous "experiences".
The coverage of recent NICE guidance is made clear in the text.
focuses on rather than a passive desciption of what little is known in certain areas.
iv) The recent NICE guideline referred to is on ectopic pregnancy and miscarriage, not just miscarriage and this should be made clear.
v) I suspect this research also would have included women who had experienced ectopic pregnancy but use of the word "miscarriage" here makes it unclear whether this was the case.
iv) We will make this distinction clear.
v) None of participants in our study were found to have experienced ectopic pregnancy, we will aim to make this clear.
The absence of any participants with ectopics is stated.
Key messages i) the fact that some women with pain and/or bleeding in early pregnancy may find referral for an ultrasound scan distressing cannot be concluded from the findings from this study.
ii) The conclusion that the offer of a follow up appointment should be made to all women with pain and/or bleeding in early pregnancy at the initial point of contact with a GP is an overextrapolation and is not supported by the findings of this small, biased pilot study.
i) I disagree with the reviewer"s contention.
We have provided evidence in our paper which supports our "key message" statement:
"Women who are referred for assessment of threatened early pregnancy loss may find the experience distressing, even if the pregnancy is found to be viable."
ii) The statement has been altered to say "We suggest that GPs should consider offering follow-up to all women". We feel that our study amply supports this suggestion.
I would contest the assertion that our study is "biased". We have been clear about the population represented in our study and we have been clear about the potential for bias in our findings due to the self-selection of participants (this potential bias is a risk in any study that relies upon voluntary participation). Our study is not inherently biased.
Limitations -In addition to those acknowledged it is importnat to point out that no information is available regarding the Among the "study limitations" the absence of previous pregnancy data in clinic records has been noted.
participants' previous experiences relating to pregnancy.
In addition it is not possible to tell what information, support and follow-up has been provided by carers at the emergency gynaecology clinic and how this relates to women's psychological outcomes and perceived need of additonal primary care follow up.
Our study did not set out to discern what factors (beyond threatened pregnancy loss and its possible outcomes) relate to women"s psychological outcomes and perceived need of primary care follow-up: conceivably there are many influences and these are likely to extend wellbeyond professional health carers to include friends, family, and other support resources. As said, we did not set out to investigate this subject and the fact that we offer no evidence on it is no more a limitation of our own study than a limitation of the existing evidence base.
References: The references do not include those reviewed for the NICE guideline which include randomised controlled trials of effectiveness of interventions to improve women's psychological outcome following early pregnancy loss (see full version of NICE guideline CG154 for references).
None of the RCTs referred to by the reviewer looked specifically at primary care follow-up. Most of the studied interventions consisted of one or more hour-long sessions with a counselor. We did not feel that these interventions were at all equivalent to follow-up that might reasonably be offered in primary care.
The single study featured in the NICE references that included both GP and hospital follow-up as potential interventions is also featured in our own references (ref no. 6) Answer the research question:
The question remains unanswered due to the poor response rate and sampling bias.
We asked an important research question that had not been asked before and we answered it as best we could. No research question is ever definitively answered and we hope that further research will address this subject.
Meanwhile, we have provided the best available answers to questions relating to GP follow up of women after threatened miscarriage and the wellbeing of women who have a viable pregnancy found on scan after threatened miscarriage.
Interpretation and conclusions:
The interpretation is too biased, failing to reitarate the limitations of the study and to comment on the finding that the majority of women do not suffer from high levels of anxiety or depression following early pregnancy loss,
We are not suggesting that all women need follow-up with GPs, but we propose that all women should be offered followup in order to facilitate their choice. Those women who feel it might be helpful can take up the offer. The part to be played by GPs can then be decided by women to a greater degree than is
The limitations are re-iterated in the discussion.
Statements in the "clinical implications"
and that many are ambivilant about the helpfulness of the GP at this point. This is not to say GPs have no part to play but currently this is being overstated based on the evidence provided.
currently the case.
The "clinical implications" section highlights the responsibility of the GP as the referrer. It also suggests how the GP might signpost women toward the miscarriage association. In the event of the women wishing to seek counseling or access to further care or investigation, this is likely to be via a GP.
section have been changed in order to ensure that the role of the GP is not overstated.
